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Dear sir:

I am writing you in regards to a dmtl guidance document (HFA-305) thatproposes health proti”ders initiate a HCV..
Lookback Program using a 1990 Hcv tes. The ~..q.ent .@!QPTO@~ PW@YS “s=@ ~sori@l r~r~
dating back indefinitely to the emmt @t ?l~bor Q.~::.E_@_Y!e~~~]e m~e~~l..

,,

I have followed the most recent requirement of a HCV Lookback (1992 trot). This Lookback requked going back to -
a date of January, 1988, not q__inglefi_@=&period of time. ‘l’hisparticular E&back produced nq$igible results and”
caused undue concern and fight among senior citizens. The followirig reiwlts of this Lookbac~ as it pertains to one
medical cater, ark iiidicathi i:”‘-- . . .I.--”=T_T~_l.,_ l...., . . - ‘...U.,_... .

—.. —
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1. .528 units of blcwd weie XWifkxfor final disposition.
2. 67% of those recipients identified had expired for non-related medical conditions.
3. A largenumber (123) tested positive before and after their blood transt%siom Therefore,

-.

the transfusion-w= not the.time .ofthe positive test results.
4. The process finally fwused on 20 recipients who were HCV positive. A great majority were

senior citizens.’.Their responses, being inform@ were negative. They included
●

<,,.,..,>,.,; ● “Mes this_rnem_I..wom’lbeahht~ve to the n-g home?
● “I am retir@gfkom wok does this mean it will take all my retirement

-..monqto~ m??’.. ._ ...-. .. ___,=..-..=.. ..=.==.=-. .,.

Many of these senior citizens dQ Rotundmtand.being Mormed about a medical condition that,is not curable. They
are not happy nor gratefid. They are wed

I &iemtand the &tl document (1990 test) shows a high percentage ofk&e positive results. &other reason the
pr@&edLookbackshouldnot reinitiated. ___ ______ ___ ___ ._ ._~_.-~.. ...,f ,. ,,, ,.;7,!,,:, : ,,, ,,;1, .7.L..>.$..~~.,3 J “:&~L:’,. .,,,.
#i@@ alloti me to,emphasi%iiq the 1992 L&ktik p~~ n~$ble results. =or cltmns have all the ....~._... =: ----- ~
rn+icd WOrneS they can haudk. ..–Tk.Y do not mmphend being told ~w mot be @ ~~ thv COnVeY ‘“:.-::-.-:;”.
their fkars, 1 can assure you that moment in theiWes~_o.@ybe_tibed as cruel.
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I believe you will agree that M Lootick propo=ls need tObe ev~~t~..veitig the benefits to the patient. l%is
is one that doesn’t seem to pass the test. I do not believe the 1990 Logk@c.kis justitled.

To end this communication on a positive note, may I suggest the FDA consider patients who visit a hospital or
physician’s oftlce, revealing a blood tran&sion in their IX@ be tes4ed for Hepatitis C. Why not consider a HCV
te~ when a consumer goes to their physici~ form ~@ physi~? Wifi tie ~CEI= ~ the n~ber of Woo.
establishments, can we investigate some accountability regarding Hepatitis rid&?

There has to be a be~er and more sensitive way to address this issue. H you for your consideration h.this ._.. _.

matter,

Sincerely,

Mark Ho@ FACHE
Executive Director

VW’

cc: Robin Biswas, MD.
Laborato~ of Hepatitis (HIM-325)
FDA-CBER
140i RockviUe Pike
Rockville, MD 20852
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